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510(k) SUMMARY OF SAFETY AND EFFECTIVENESS 
 
This summary of 510(k) safety and effectiveness information is being submitted in 
accordance with the requirements of the Safe Medical Devices Act (SMDA) of 1990 and 21 
CFR 807.92. All data included in this document is accurate and complete to the best of 
KSEA's knowledge. 
 

Applicant: Karl Storz Endoscopy-America, Inc 
2151 E. Grand Avenue 
EI Segundo, CA 90245 

Contact: Mike Samuels 

Regulatory Affairs Specialist 

Phone: (424) 218-8288 
Fax: (424) 218-8519 

Date of Preparation: September 10, 2014 

Device Identification: Trade Name: Flexible Choledochoscope 

Common Name: Flexible Video-Uretero-Choledochoscope 
System 

Classification Name: Choledochoscope and Accessories, 
Flexible/ Rigid 

Product Code: FGB and FBN 

Regulation: 21 CFR part 876.1500 

Predicate Device(s): The primary predicate device is the DUR-Digital 
Ureteroscope and Choledochoscope System (DUR®-D), 
K060269, manufactured by ACMI Corporation. The 
secondary predicate is the KARL STORZ Flexible Video-
Uretero-Renoscope System, K141250. 

Device Description: The Flexible Video-Uretero-Choledochoscope System is used 
for visualization purposes during diagnostic and therapeutic 
procedures. The system components are the Flexible Video-
Uretero-Choledochoscope and the Image 1 SPIES Camera 
Control Unit (CCU). The Flexible Video-Uretero- 
Choledochoscope uses an LED light integrated in the handle 
and fiber light guides to illuminate the cavity under 
examination. The video image is produced by a 
complementary metal–oxide–semiconductor (CMOS) 
imaging sensor located at the tip of the insertion shaft. The 
imaging sensor transfers the video signal to the Image 1 

Tahna.Horah
Typewritten Text
K142556
Pg. 1 of 3



SPIES CCU via electronics in the handle. The Image1 HD 
CCU processes the sensor images and displays them on a 
standard HD display monitor. 

This change is to expand the indications for the currently 
cleared secondary predicate Flexible Video-Uretero-
Renoscope System (K141250) to allow it to also be 
marketed as a Choledochoscope used for examination of the 
bile duct and to allow the ability to percutaneously access 
the abdominal cavity for examination of the kidney. No 
changes were made to the device design as part of this 
update.  Only the model number and applicable labeling 
were updated. 

 

Indications For Use: The Flexible Video-Uretero-Choledochoscope System is 
indicated for endoscopic examination in the urinary tract 
and can be used percutaneously to examine the interior of 
the kidney, and using additional accessories, to perform 
various diagnostic and therapeutic procedures. The Flexible 
Video-Uretero-Choledochoscope System is also indicated for 
the examination of bile ducts, and using additional 
accessories, to perform various diagnostic and therapeutic 
procedures during cholecystectomy. 

Technological  
Characteristics: 

The Karl Storz Flexible Video-Uretero-Choledochoscope 
System has the same indications for use as the originally 
cleared primary predicate ACMI Corporation DUR-Digital 
Ureteroscope and Choledochoscope System (DUR®-D), 
K06026. The Flexible Video-Uretero-Choledochoscope 
System and the secondary predicate Flexible Video-Uretero-
Renoscope System (K141250), both manufactured by KARL 
STORZ, are exactly the same and share the same 
fundamental technology and physical characteristics.  The 
methods of operation, design and materials used are either 
identical or substantially equivalent to existing legally 
marketed predicate devices. 

Non-Clinical  
Performance Data: 

The Flexible Video-Uretero-Choledchoscope System and the 
secondary predicate Flexible Video-Uretero-Renoscope 
System (K141250), both manufactured by KARL STORZ, are 
exactly the same and share the same fundamental 
technology and physical characteristics.  Therefore, the 
performance data described in the cleared Flexible Video-
Uretero-Renoscope System, K141250, is also applicable to 
the Flexible Video-Uretero-Choledochoscope System.  No 
changes were made to the device design as part of this 
update.  Only the model number and applicable labeling 
were updated. The KARL STORZ secondary predicate 
Flexible Video-Uretero-Renoscope System has been 
evaluated according to ISO 14971 risk management process 
and the system was successfully tested for its functions and 
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performance; including verification of optical characteristics 
per ISO 8600 (image quality, illumination).  Safety testing 
was performed including electrical safety IEC 60601-1, 
electromagnetic compatibility per IEC 60601-1-2, and 
biocompatibility of the patient contacting materials per ISO 
10993.  Additional validations were conducted for the 
manual cleaning method, sterilization process. 

Clinical  
Performance Data: 

Clinical testing was not required to demonstrate substantial 
equivalence to the predicate devices. 

Conclusion: The Flexible Video-Uretero-Choledochoscope System is 
substantially equivalent to its predicate devices.  The non-
clinical testing demonstrates that the device is as safe, as 
effective and performs as well as or better than the legally 
marketed devices. 
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